
Dkt. 54205-B/JPW/AJM/MKL 




DE CLARA TJONAND POWER OF A TTORNEY 



As a below-named inventor. I hereby declare that: 

My residence, post office address, and citizenship are as stated below next to my name. 

I believe J am the original, first and sole inventor (if only one name is listed below) or an original first 
and joint inventor fif plural names are listed below) of the subject matter which is claimed and for which 
a patent is sought on the invention entitled: 

METHODS FOR PREDICTING PREGNANCY OUTCOME IN A SUBJECT BY hCG ASSAY 



the specification of which: 
(check one) 



is attached hereto. 

was Medan May 13, 1999 



as 



Application Serial No. 09/311.428 



and was ™™/W May 13. 1999^ November 15, 2000; July 17, . 2001 

(if applicable) 



I hereby state that I have reviewed and understand the contents of the above -identified specification, 
including the claims, as amended by any amendment referred to above. 

1 acknowledge the duty to disclose to the U.S. Patent and Trademark Office all information known to me 
to be material to patentability as defined in Title 37. Code of Federal Regulations. Section 1.56. 

J hereby claim foreign priority benefits under Title 35. United States Code. Section 119 (a)-(d) or Section 
365(b) of any foreign applicanon(s) for patent or inventor's certificate, or Section 365(a) ofanyPCT 
international Application which designated at least one country* other than the United States, listed 
below. I have also identified below any foreign application for patent or inventors certificate. orPCT 
intemanonal Application having a filing date before that of the earliest application from which priority 
is claimed: 



Prior Foreign Applicarion(s) 



Number 
PC T/US99/02289 



Cquntn- 



Filing Date 
February 3, 1999 



Priority Claimed 
Yes Ho 



Declaration and Power of Attorney Page 2 

1 hereby claim the benefit under Title 35. United States Code. Section 119(e) of any United States 
provisional application(s) listed below: 

Provisional A pplication No. Hline Date Sl£M 



N/A 



I hereby claim the benefit under Title 35. United States Code. Section 120 of any United States 
Application^), or Section 365(c) of any PCT International Application(s) designating the United States 
listed below. Insofar as this application discloses and claims subject matter in addition to that disclosed 
in any such prior Application in the manner provided by the first paragraph of Tide 35. United Slates 
Code. Section 112. J acknowledge the duty to disclose to the United States Patent and Trademark Office 
all information known to me to be material to patentability as defined in Titk 37. Code of Federal 
Regulations. Section 1.56. which become available between the filing date(s) of such prior Applicationfs) 
.and the national or PCT international filing dote of this application: 

Appiicetian Serial No. fl/fflg flfflf Sl£lMl 

09/017,976 February 3, 1998 Pending 

PCT/US99/02289 February 3. 1999 Pendfafi 



And 1 hereby appoint 



John P. White (Reg. No. 28,678); Christopher C. Dunham (Reg. No. 22,031); Norman H. Zivin (Reg. No. 
25,385); Jay H. Maioli (Reg. No. 27,213); William E. Pelton (Reg. No. 25,702); Robert D. Katz (Reg. No. 
30,141); Peter J. Phillips (Reg. No. 29,691) Wendy E. Miller (Reg. No. 35,61 5); Richard S. Milner (Reg. No. 
33,970); Robert T. Maldonado (Reg. No.38,232); Paul Teng (Reg. No. 40,837); Richard F. Jaworski (Reg. 
No. 33,515); Pedro C. Fernandez (Reg. No. 41,741); Gary J. Gershik (Reg. No. 39,992); Spencer H. 
Schneider (Reg. No. 45,923); Alan J. Morrison (Reg. No. 37,399); Alan D. Miller (Reg. No. 42,889); and 
Frank Bruno (Reg. No. 46,583) 

and each of them, all ao Cooper tf Dunham LLP. 1185 Avenue of the Americas, New York New fork 
10036. my attorneys, each with full power of substitution and revocation, to prosecute this application, 
to make alterations and amendments therein, to receive the patent, to transact all business in the Patent 
and Trademark Office connected therewith and to file any International Applications which are based 
thereon under the provisions of the Patent Cooperation Treaty. 
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Please address all communications, and direct ail telephone calls, regarding this application to: 
John P- White Reg No 28 ' 67 * 



Cooper dc Dunham LLP 
1185 Avenue of the Americas 
New York New York 10036 
Tel (212) 278-0400 

1 hereby declare that all statements made herein of my a wn knowledge are true and that all statements 
made on information and belief are believed to be true: and further that these statements were made with 
the knowledge that willful false statements and the like so made are punishable by fine or imprisonment 
or both, under Section 1 001 of Title 18 of the United States Code and that such willful false statements 
may jeopardize the validity of the application or any patent issued thereon. 

Full name of sole or ^ 
first joint inventor John 0* /Connor 



Inventor's signamre_ 



(i Date of signature - 5 / k / 



t»».>j*mr-* 781 Pclhm * oad » Apt- 1A, Hew Rochelle. Hew York 10850. U.S.A. 
Post Office Address saM as above 



Full name of joint Steven Birken 

inventor (if any) — 



Inventor's signantre. 



r,t,T,n<hip U.S.A. Date of signature^ 



p*ciW*jirrf» 120 Oneida Avenue, Pumomt, Weir Jersey 07628, U.S.A. 
Post Office Address as « bqv « ! 



Full 
inventor 



name of joint KovaleV6ka 
ntor Of any) Z — 



Inventor's «g»*rur* ^t^^L A^^rtz ^^aa*/*-- ' 

n*~*M p_ RusBAfl Date «r*if**rur, el? <f/&S ^ 

p ff ^^ 629 Kappock Street, Apt. 7H» Bronx, Wev York, 10463, U.S.A. 

Post Office Address — « « 8 obovc 



Mar-31-04 04:31pra FronrCoopariOunhara LLP 



+212 391 0525 



T-8r9 P. 009/009 F-397 



* Applicants: John O'Connor et al. 

Serial No. : 09/311,423 
Filed: May 13, 1999 
Page 6 

REMARKS 

Claims Bl-91 are pending. Claim 83 has been canceled. Claims 81 and 
82 have been amended. Applicants submit: char these amendments raise 
no issue of new matter. Thus, claims 6l, 82, and 84-91 will be 
pending and under examination upon entry of this Amendment. 

Examiner Interview 

Applicants thank Examiner Cook for her time and consideration during 
the March 30, 2004 telephonic interview with Dr. Muriel Liberto of 
the undersigned attorney's office and on th<? undersigned attorney's 
behalf. During the interview, it was agreed that the pending claims, 
as amended herein, would be allowable- Accordingly, allowance is 
respectfully requested. 

If a telephone interview would be of assistance in advancing 
prosecution of the subject application, applicants' undersigned 
attorneys invite the Examiner to telephone them at the number 
provided below. 

No fee is deemed necessary in connection v/ith the filing of this 
Supplemental Amendment . However, if any fee is required, 
authorization is hereby given to charge the amount of such fee to 
Deposit Account No. 03-3125. 

Respectfully submitted, 



John P. White 
Registration No. 28,678 
Alan 0- Morrison 
Registration No. 37,399 
Attorneys for Applicants 
Cooper & Dunham, LLP 
1185 Avenue of the Americas 
New York, New York 10036 
(212) 278-0100 



I hereby certify that this 
correspondence Is being crans-al tved 
viA fftCSiirUl* OH this dace to: 




for Pacents 

50 

VA 22313-1450 



» Data 



Alan J. Morrison 
Reg. No. 3*7,399 
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Aopiicanc or. Patentee: Jo hn O'Connor, et al. Jk> A „ . /^V, 

riled or IsauecfT rierevun /j^ — 

Title of Invention or Patent: M£TH0DS FOR r KfciUCTING PREGNANCY UUTC0M1 j T m A - 

S ' M hc<5. assay 




^-RIFIED STATEMENT (DECLARATION) CLAIMING 

Small entity status under 37 c.f.r. 51.9(f) 

0r AND § 1.27(d) - NONPROFIT ORGANIZATION 

I hereby declare that I am an official empowered co act on behalf of the nonprofit 
organization identified below: r 

Name of Organization: ThP Trus tees' of Columbia University in the City' of New York 

Address of Organization: no Low Memorial Librarv r West 116th & Broadway, 
\ New York. New York 10027 ' ' ' ■ ' 

TYPE OF ORGANIZATION : 

x UNIVERSITY OR OTHER INSTITUTION OF HIGHER EDUCATION 

TAX EXEMPT UNDER INTERNAL REVENUE SERVICE CODE 26 U.S.C. §§501 (a) and 

501(c)(3) 

- NONPROFIT SCIENTIFIC OR EDUCATIONAL UNDER STATUTE OF STATE OF THE UNITED 

STATES OF AMERICA 

NAME OF STATE: 

CITATION OF STATUTE: 

W0UU) QUALIFY AS TAX EXEMPT UNDER INTERNAL REVENUE SERVICE CODE 26 U.S C 

§§501 (a) and 501(c)(3) IF LOCATED IN THE UNITED STATES OF AMERICA 
W00 "> QUALIFY AS NONPROFIT SCIENTIFIC OR EDUCATIONAL UNDER STATUTE OF STATE 

OF THE UNITED STATES OF AMERICA IF LOCATED IN THE UNITED STATES OF AMERICA 

NAME OF STATE: 

CITATION OF STATUTE : 



I hereby declare chat the nonprofit organization identified above qualifies as a 
nonprofit organization as defined in 37 C.F.R. §1.9(e)* for purposes f paying 
reduced fees under 35 U.S.C. »41<a) and 4Kb), with regard to the invention entitled 

METHODS FOR PREDICTING PREGNANCY OUTCOME IN A SUBJECT BY hCG ASSAY 

by inventor(s) John O'Connor, et al. . 

described in: 

X the specification filed herewith 
application serial no. filed 

patent no. issued ~~ ~ — ^— — — — — — — — 



I hereby declare that rights under contract or law have been conveyed to and remain 
with the nonprofit organization with regard to the above identified invention. 

If the rights held by the nonprofit organization are not exclusive each individual, 
concern, or organization known to have rights to the invention is listed below a and 
no rights to the invention are held by any person, other than the inventor, wh could 
not qualify as "a* small business concern under 37 C.F.R. 5i^9(d)* or a nonprofit 
organization under 37 C.F.R. 1.9(e)* 

a NOTE: Separate verified statements are required from each person, concern, or 
organization having rights to the invention averring to their status as small 
entities. 37 C.F.R. §1.27. 



Same: N/A 
Address : 



Individual Small Business Concern Nonprofit Organization 



w See Reverse 



£saiL Z~ziz 
? age -2- 

Applicants: John 
U.S. Serial No. : 
Filed: Herewith 



wonoro ziz 



O'Connor, et al 
Not Yet Known 




I acknowledge the duty co file, in this application or patent, notification or anv 
change in status resulting ir. Loss of entitlement to small entity status prior co 
paying, or at the tine of paying, che earliest of the issue fee or any maintenance fee 
due after the date on which status as a stnail entity is no longer appropriate. 27 
C.F.R. 11.28(b)*. 

L hereby declare that all statements made herein of my own knowledge are true and that 
all statements made on information and belief are believed to be true; and further 
chat these statements were made with the knowledge that willful false statements and 
che Like so made are punishable by fine or imprisonment, or both, under 18 U.S.C. 
9 1001, and that such willful false statements may jeopardise the validity of che 
application, any patent issuing thereon, or any patent to which this verified 
statement is directed. 

Name of Person Signing: Mr. Jack M. Cranowicz 

Title In Organization: Executive Director. Columbia Ir.novacinn Fnr^pHco 

■Address: Amsterdam & 120th gcreet - Sulce Ifil New York. New York. 10027 

Signature: 

Dace Of Signature: jj 



*See Reverse 
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DECLARA TIONAND POWER OF ATTORNEY 



As a below-named inventor. I hereby declare that: 

My residence, post office address, and citizenship are as stated below next to my name. 

I believe l am the original, first and sole inventor (if only one name is listed below) or an original, first 
and joint inventor (if plural names are listed below) of the subject matter which is claimed and for which 
a patent is sought on the invention entitled: 

METHODS FOR PREDICTING PREGNANCY OUTCOME IN A SUBJECT BY hcG ASSAY 



the specification of which: 
(check one) 



is attached hereto. 

y was filed on May 13, 19QQ as 

Application Serial No. 09/311-428 

and was amended . . 

(if applicable) 



I hereby state that I have reviewed and understand the contents of the above-identified specification, 
including the claims, as amended by any amendment referred to above. 

J acknowledge the duty to disclose to the U.S. Patent and Trademark Office all information known to me 
to be material to patentability as defined in Title 37. Code of Federal Regulations. Section 1.56. 

1 hereby claim foreign priority benefits under Title 35. United States Code. Section 1 19 (a) -(d) or Section 
365(b) of any foreign application(s) for patent or inventors certificate, or Sechon 365(a) of anyPCT 
International Application which designated at least one country other than the United States, listed 
below. I have also identified below any foreign application for patent or inventor's certificate, or PCT 
International Application having a filing date before that of the earliest application from which priority* 
is claimed: 

Prior Foreign Application (s) Priority Claimed 

Number Countn- Filing Date Yes No 



PCT /US99/02289 PCT 



February 3. 1999 J£ 



Applicants: John O'Connor and 
Serial No,: 09/311,428 ^ 
Filed: May 13, 1999 'q 

Declaration and Power of Attorn 



^eve$?3irken 

X 

Battel 



4 



f hereby claim the benefit under Title 
provisional application^ ) listed below 

Provisional Application No. 
N/A 




Page 2 

'ited States Code, Section 119(e) of any United States 
Filinv Date Status 



J herebv claim the benefit under Title 35. United States Code. Section 120 of any United States 
Applicarionish or Section 365(c) of anv PCT International Applications) designating the United States 
listed below. Insofar as this application discloses and claims subject matter in addition to that disclosed 
in anv such prior Application in the manner provided by the first paragraph of Title 35. United States 
Code Section 1 IZ I acknowledge the dtuv to disclose to the United States Patent and Trademark Office 
alt information known to me to be material to patentability as defined in Title 37. Code of Federal 
Regulations. Section J. 56 which became available bersveen the filing date(s) of such prior Application(s) 
and the national or PCT international filing date of this application: 

A p plication Serial No. Filing Date Simi 

09/017.976 February 3. 1999 Pending . 

PCT/US99/02289 February 3, 1999 Pending 



And I hereby appoint 



John P. White (Reg. No. 28.678); Christopher C. Dunham (Reg. No. 22.031); Norman H. Zivin (Reg. No. 
25.385); JayH. Maioli (Reg. No. 27,213); William E. Pelton (Reg. No. 25, 702); Robert D. Katz (Reg. No. 
30.141); Peter J. Phillips (Reg. No. 29.691) Wendy E. Miller (Reg. No. 35.615); Richard S. Milner (Reg. No. 
33.970); Albert Wai-KitChan (Reg. No. 36,479}; Robert T. Maldonado (Reg. No. 38.232); Paul Teng (Reg. 
No. 40.837); Gary J. Gershik (Reg. No. 39.992); Richard F. Jaworski (Reg. No. 33,515); Elizabeth M. 
Wieckowski (Reg. No. 42.226); and Pedro C. Fernandez (Reg. No. 41. 741) 



ami each of them, all do Cooper & Dunliam LLP. 1185 Avenue of the Americas. New Yo ^; ^ 

10036. mvattomevs. each with full power of substitution and revocation, to P™««^ 

to make alterations and amendments therein, to receive the patent, to transact all busmes ^ 

and Trademark Office connected therewith and to file any International Applications which ate based 

thereon under the provisions of the Patent Cooperation Treaty. 



Applicants : John Connor and Steven- Birken 

Serial No.: 09/311,428 /V? 

Filed: May 13', 1999 q ^ 

Declaration and Power of Attorney I ^ 0 J jggg J /> fl ^ e 3 

Please address all communications. ancbtffa^ajty^e phone calls, regarding this application to: 

John P. White D x . 28,678 

Re?. No. 



Cooper & Dunham LLP 
1 185 Avenue of the Americas 
New York New fork 10036 
Tel. (212) 278-0400 

I hereby declare that all statements made herein of my own knowledge are true and that all statements 
made on information and belief are believed to be true: and further that these statements were made with 
the knowledge that willful false statements and the like so made are punishable by fine or imprisonment, 
or both, under Section J 00 1 of Title 18 of the United States Code and that such willful false statements 
may jeopardize the validity of the application or any patent issued thereon. 

Full name of sole or 

first joint inventor Toim n'nnmior 



Inventor's signature^ 




Citizenship U.S- A. Date of signature 



/o(t I if 



Residence 781 Pelham Road, Apt. 1A, New Rochelle, New York 10850, U.S.A. 

Post Office Address same as above 



Full name of joint 
inventor (if any) Steven Birken 



Inventor's signature^ 



Citizenship U.S.A. p a(e of signature jO j * j^^ 

Residence 120 Oneida Avenue, Dumont, New Jersey 07628, U.S.A. 
Post Office Address same as above 




DECLARATION AND POWER OF A TTORNEY 



As a below-named inventor, I hereby declare thai: 

My residence, post office address, and citizenship are as stated below next to my name. 

I believe I am the original, first and sole inventor (if only one name is listed below) or an original, first 
and joint inventor (if plural names are listed below) of the subject maner which is claimed and for which 
a patent is sought on the invention en h tied: 



METHODS FOR PREDICTING PREGNAHCY OUTCOME IK A SUBJECT BY hcG ASSAY 



the specification of which: 
(check one) 

is attached hereto. 

7 was fled on 11 r 1 999 as 

Application Serial No. 09/311.428 

* </. and was amended . 

(if applicable) 

1 hereby state that I have reviewed and understand the contents of the above-identified specification, 
including the claims, as amended by any amendment referred to above. 

I acknowledge the -duty to disclose to the US. Patent and Trademark Office all information known to me 
to be material to patentability as defined in Title 37. Code of Federal Regulations. Section 1.56. 

/ hereby claim foreign priority benefits under Title 35. United States Code. Sechon 119 (a)-(d) or Section 
365(b) of any foreign opplicatton(s) for patent or inventor's certificate, or Section 365(a) of any PCT 
International Application which designated at least one country other than the United States, listed 
below. I have also identified below any foreign application for patent or inventor's certificate, or PCT 
International Application having a filing date before that of the earliest application from which priortry 
is claimed: 

Prior Foreign Application(s) Priority Claimed 

Number Country- Filing Date Yes No 



PCT /US99/02289 Ed. 



February 3, 1999 



rvpfij-caiitti; ouua o or auu ouevca iij.iii.cu 

Serial No.: 09/311,428 
Filed: May 13, 1999 

Declaration and Power or Attorney f ' l '^ L ' - 

! herebv chum the benefit under Title 55. Lmtea States Code. Section I19<e, of any United States 
provisional applications) listed below: 

Provisional Application No. Filing Daw SUUHl 



N/A 



/ hereto claim the benefit under Title 35. United States Code. Section 120 of any United States 
.\o7uwioms, or Section 365(c) of an* PCT International Applications, designating the United S ates 
'SdbSS^hZ^as this application discloses and claims subject matter in addition to that disclosea 
^uZpr^ppjLiiokin the manner provided by die first paragraph or Title ^.United States 
CcT SeatoTm. Tacknowiedge ihe duty to disclose to the United States Paten and Trad^iarKOJce 
all information known to me to be material to patentability as defined m Title 37. Lode of reaerai 
CK£^J6** became arable between the filing dateis) of such prior Applications 
and the national or PCT international filing date of this application: 

A p piimtion Serial No. Filing Pate 

09/017.976 February 3. 1999 

PCT/US99/02289 February 3. 1999 Pending. 




And I hereby appoint 



John P. White (Reg. No. 28.678): Christopher C. Dunham tReg. No. 22.031): Norman H. Zivin (Reg. No. 
25.385): Jay H. Maioii (Reg. No. 27.213): William E. Pelton (Reg. No. 25. 702); Robert D. Katz (Reg. No. 
30.141): Peter J. Phillips (Reg. No. 29.691) Wendy E. Miller (Reg. No. 35.615): RichardS. Milner (Reg. No. 
33.970): Albert Wat-Kit Chan (Reg. No. 36.479): Robert T. Maldonado (Reg. No. 38.232): Paul Teng (Reg. 
No. 40.837): Gary J. Gershik (Reg. No. 39.992): Richard F. Jaworski (Reg. No. 33.515): Elizabeth M. 
Wieckowski (Reg. No. 42.226): and Pedro C. Fernandez (Reg. No. 41.741) 



and each of them, all oo Cooper A Dunham LLP. ! 185 A ^'^'jZ^ecTe tm'^X'^ 
,0036. n,v attorneys, each mil, full power of substitution and ' f™"" Paten, 
to make alterations and amemiments therein, to receive die patent, to aiiom »<* d 

,„ui Trademark Office connected therewith and to file any International Applications n/«t/i mi .is 
thereon under the provisions of the Patent Cooperation Treaty. 



Serial No.; uy/j 

Filed: May 13, 1999 . , - 

Declaration and Power of Attorney Page 3 

Please address all communications, and direct all telephone calls, regarding this applicanon to: 

John P. White D 28*678 

Re°. No. 



Cooper & Dunham LLP 
1185 Avenue of the Americas 
New York, New York 10036 
Tel. (212) 278-0400 

I hereby declare that, all statements made herein of my own knowledge are true and that all statements 
made on information end belief are believed to be trite; and further that these statements were made with 
the knowledge that willful false statements and the like so made are punishable by fine or imprisonment, 
or both, under Secnon 1 00 1 of Title 18 of the United States Code and that such willful false statements 
may jeopardize the validity of the application or any patent issued thereon. 

Full name of sole or 

first joint inventor t»i™ n'r^tmnr 



Inventor's signature^ 



Citizenship U.S.A. ^ Date of signature ' / $ *J 

Residence 781 Pelham Road, Apt. 1A» New Rochelle, New York 10850, U.S.A . 
Post Office Address same as above 



Full name of joint 
inventor (if anv) Steven Birken 



Inventor's signature _ 

Cttiienshio U.S.A. f^ fe n f £l ^ na:urc lO j i j *l ^ 

Residence 120 Oneida Avenue, Dumont, New Jersey 07628, U.S.A. 
Post Office Address same as above 



Feb-23-2005 05:28pm From-cooperfidunhani 



+212 391 0525 



T-451 P. 001 



P-588 



COOPER & DUNHAM LLP 
1 1 85 Avenue of the Americas, New York, NY 10036 



FACSIMILE TRANSMISSION 
Telephone No.; 212-278-0400 / Facsimile No.: 212-391-0525 



PLEASE DELIVER THE FOLLOWING PAGI-S 



TO • Examiner Lisa Cook 

COMPANY : United Suites Patent and Trademark Office 

FAX NO. 1-571-273-0B16 

FROM : Naresh Sritharan, Esq. 

RE : 0575/54205-B/JPW/AJM/NS 

TOTAL NUMBER OF PAGES, INCLUDING COVER PAGE: 0- I 

DATE February 23, 2005 

X CONFIDENTIAL _?<_URGIiNT 

If this facsimile message has reached you in error, please notify us 

by collect telephone and return it by the Postal Service, as it may contain 

attorney privileged and confidential information. 

MESSAGE: 

Further to our telephone conference of today, I transmii herewith a copy of a Request to Correct 
Inventorship Under 37 C.F.R. § 1 -48(a) in connection with John O 1 Connor et al., METHODS FOR 
PREDICTING PREGNANCY OUTCOME IN A SUBJECT BY HCG ASSAY, U.S. Serial No. 
09/311,428, Tiled May 13, 1999, including a DLcluration Under 37 C.F.R. § 1.48(a)(2) (ExliibitA); 
signed Declaration and Power of Attorney (Exhibit B); Written Consent of Assignee (Exhibit C); a 
copy of a recorded assignment from John O' Connor and Steven Birken to The Trustees of 
Columbia University in Ihe City of New York (Exhibit D); and a Certificate of Mailing dated 
September 25, 2001. 

IP YOU DO NOT RECEIVE ALL OF TH* PAGES, PI-EASE CALL (212) 278-0400. 
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Feb-23-2005 05:28pm Fr urn-coop a rfidunham +212 301 0525 T-451 P. 002 F-583 



FSLE 



Applicant Jtihn n^OTinor st al, 

Cliflni C olumbia 0575 Flta No . J4 205-B ., ^/SHS/MVM 

September 25, 2001 
Date J- — - — 

Kindly acknowledge receipt of ihc accompanying 
Request to Correct Inventorship Under 37 C.F.R. §1.48(a) in connection 
with John O'Connor et al., METHODS FOR PREDICTING PREGNANCY 
• OUTCOME IN A SUBJECT BY HCG ASSAY, U.S. Serial No. 09/3 1 1 ,428, 
filed May 13, 1999, including Declaration Under 37 C.F.R. §1. 48(a)(2) 
(Exhibit A), signed Declaration and Power of Attorney (Exhibit B). Written 
Consent of Assignee (Exhibit C), a copy of a recorded Assignment from John 
O'Connor and Steven Birken to The Trustees of Columbia University in the 
City of New York (Exhibit D) and a Certificate of Mailing dated September 
25,2001. 

by placinp your receiving daic slump hereon una returning to us. 

Applicant jQhn O'Connor ftf fU , /^Tp> 

Client Co]^^__ FUc No . 

Date 25, 2001 /' £ 

Kindly acknowledge receipt of the accompanying 
Requesi to Correct Invemorship Under 37 C.F.R. Hi 4^5^^^;^ 
With John O'Connor et al., METHODS FOR n^CrSo^^JS 
OUTCOME IN A SUBJECT BY HCG ASSAY, uSSlS 
fited May 13. 1999, inc,udin 8 Declaration Und^ ITc.pl Z ^ 
[ ^dnbit A) s.gncd Decimation and Power of Attorney (Exhibit B W S2 

O Connor and Steven Birkeiito The Trustees of Columbia University in the 
gyrf New York (Exhibit I» and a Certificate of Mailing 

by placing your redwing date stamp hereon and returning tp us. 
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Feb-23-2005 05:29pm Frcm-coopsridunham +212 391 0525 T-451 P. 003/021 F-588 

Dkt. S4205-B/JPW/SHS/MVM 

, ,n .TP-run nmr "ir ™*™^ K ja^ 



Applicants 
Serial No. 
Filed 
For 



John O'Connor et al. 

09/311,428 ^OUP Art Unit: 1641 

May 13, 1999 Examiner: L. Cook 

'methods for predicting pregnancy outcome in a 

SUBJECT BY hCG ASSAY 

HB5 Avenue of the Americas 
N**w York, New York 1003 6 
September 25, 2 0 01 

Assistant Commissioner for Patents 
Washington, D.C. 20231 

Sir: REQUEST TO CORRECT 

tt wftttors hT* timnH 37 r F R, M.4B(a) 

This Request To Correct Inventorship Under 37 C.P.R. §1-48 (a) is 
submitted in order to eorreci: the inventorship in the above- 
identified patent application ("subject application"). 

Applicants hereby request under 37 C.P.R. §1. 48(a) that 
inventorship of the subject application be corrected. Applicants 
have determined that the inventorship of the claimed invencron 
is incorrect because an actual inventor was inadvertently not 
named as an inventor. 

The currently named inventors in the subject application are the 
following: John O'Connor and Steven Birken. 

Please add Galina Kovalevskaya as an inventor of the claimed 
invention. A Declaration Under 37 C.P.R. §1.48 (a) (2) executed by 
Galina Kovalevskaya which states that the error in inventorship 
occurred without deceptive intent is attached hereto as Exhibit 

A. 

Upon correction, the inventors in the subject application will 
be John O'Connor, Steven Birken and Galina Kovalevskaya. 
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Applicants 
Serial No. 
Filed 
Page 2 



John 0 1 Connor ei: al . 

09/311,423 

May 13, 1999 



Applicants attach hereto as Exhibit B a Declaration executed by 
John O'Connor, Steven Birken and Galina Kovalevskaya as required 
by 37 C.P.R. §1. 63 . 

Applicants also respectfully request that the United States 
Patent and Trademark Office issae a corrected filing receipt upon 
the entry of this amendment . 

In addition, the currently named inventors of the invention 
claimed in the subject application, i.e., John O'Connor and 
Steven Birken, assigned their fights in the subject application 
to The Trustees of Columbia University in the City of New York. 
The Assignment was recorded on December 1, 1999 in the United 
States Patent and Trademark Office at reel number 010420, frames 
0364-0366. A Written Consent Of The Assignee to add Galina 
Kovalevskaya as an inventor in the subject application is 
attached hereto as Exhibit C. 

The Assignee's ownership is established, under 37 C.F.R. §3.73, 
by submission of a true copy of the recorded Assignment, which 
is attached hereto as Exhibit D. 

Applicants are concurrently filing an Assignment of rights in the 
subject invention and patent application from Galina Kovalevskaya 
to The Trustees of Columbia University in the City of New York 
in which Galina Kovalevskaya will assign her entire right, title 
and interest to any and all inventions disclosed and/or claimed 
in the subject application. Accordingly, the Assignee will still 
own the entire right, title and interest to any and all 
inventions disclosed and/or c Laimed in the subject application. 

Applicants hereby authorize the United States Patent and 
Trademark Office to charge the-, amount of $130.00 as set forth in 
37 C.F.R. §1.17 (i) to cover the processing fee. 
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Applicants : John O'Connor ei: al . 
Serial No. : 09/311,428 
Filed : May 13, 1999 

Page 3 

If a telephone interview would be of assistance in advancing 
prosecution of the subject application, applicants* undersigned 
attorneys invite the Examiner to telephone either of them at the 
number provided below ♦ 

No fee, other than the $130.00 processing fee is deemed necessary 
in connection with the filing oE this Amendment . However, if any 
additional fee is required, author a zat ion is hereby given to 
charge the amount of any such fee to Deposit Account No. 03-3125, 



! hereby certify that this correspondence 
is being deposited this date with the U.S. 
Postal Servica with sufficient postage as 
first claw maU in an envelope addressed 
to: Assistant Commissioner for Patents! 
Washington. D.C. 20231. 

John P.irflute tinte 
Reg. No. 28,676 
Spencer H- Schneider 

Rog. HQ. 45,925 _ 



Respectfully submitted, 




John P. White 
Regiatiration No. 28,673 
Spencer H. Schneider 
Registration No. 45,923 
Attorneys for Applicant (s) 
Cooper El Dunham, LLP 
1185 Avenue of the Americas 
New York r New York 10036 
(212) 278-0400 
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EXHIBIT A 
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» 

Dkt- 54205-B/JPW/SHS/MVM 

Applicants: John O'Connor et. al . 

09/311,428 ^oup Art Unit: 1641 

May 13, 1999 Examiner: L. Cook 

METHODS FOR PREDICTING PREGNANCY OUTCOME IN A 
SUBJECT BY hCG ASSAY 

1185 Avenue of the Americas 
New York, New York 1003 6 

Assistant Commissioner for Patents 
Washington, D.C 20231 

Sir: rmrT^TT^T 7?TEP r F p Si ,4fi(a) (31 

I, Galina Kovalevskaya, hereby declare that: 

1 I am one of the inventors of the claimed, invention in the 
above-identified patent application ("subject 

application") - 

2 I understand the currently named inventors of the claimed 
invention in the subject application are John O'Connor 
and Steven Birken. 

3. The invention described and claimed in the subject 
application was conceived by John O'Connor, Steven Birken 
and me . 



4. 



Accordingly, the actual inventors of the claimed 
invention in the 'subject application are: John O'Connor, 
Steven Birken and Galina Kovalevskaya. 



5 . The error in inventorship occurred without any deceptive 
intention on my part. 
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Applicants: John O'Connor et al . 
Serial No. : 09/311,428 
Filed: May 13, 1999 
Page 2 

1 hereby declare that all statement, made herein of my own 
Knowledge are true and that all statements made herein on 
Nation and beUef are beUeved to be true.- and further tha 
theae statement, were made with the Knowledge that willful false 
statements and the 111- so made are punishable by £«. or 
imprisonment, or both, under section 1001 of Title ie of the United 
States code, and that such willful false statements may jeopardize 
the validity of the subject application or any patent issuing 
thereon . 
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EXHIBIT B 
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-* . ' . "-Dkt. 54205-B/JW/SBS/MVM 



y 



DE CLARA TJONAND POWER OF ATTORNEY 



the specification of vhich: 
(cheek one) 

is attached herrto. 

%_ > M iijT/irfnn V "T tq i 1999 ' 



^ Srrffl/ Ate., 09/311 

.^y 13, November I'm MOOi J"*r * 7 ' 2001 
aw/wci amended. **? , L i £ : (jf applicable) 

, J «in/«iu of f/n? above-identified specification. 

lf< :to.W: priority Claimed 



Prior Foreign Application^ 



PCT/US99/022B9, ES — - 
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Peg* 2 

Codt. Section 119(c) of my Vn\ud StoM 




. rAAt Action 130 of any Untud Sums 

in Bnysychpr^or , lht dut} ,, 9 discteu to tht VnU ' a ^ ta /°n!lM 37 Code ofF*d*r*l 

tf^^Jlor 1£ Motion* filing do* of this oppliconon. 



09/017.976 




A/ftp Dou. 

February 3, 1999 



Pending 



Pending 



John P. ^^^SwKS St»»*U 

Riehnri F. Ja-vonki <R«8- No. s „ H , Schosio" (R«B- >*>• l'.' 92 ^' A T„ J '.- , M i 



P«E11l2rR«TM«5i:Mffl|ta 
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Page 3 

Declarer* and Power of Attorney 

Joh n F. White Reg. No. 

Cooper & Dunham W 
1 165 Avenve of the Americas 

York.*** York 100* 
Tel (212) 278-0400 

, ~nL™wledne are trveond that all statements 
, declare that all statements made herein *J * ^ it0(emm Wli ma de with 



Full of sole or rt . 



Clftenshtp. 



first jomt inventor \\~JP fl^KMw-^ 

Ivor's si g nan,re H^-U fMfi\ 

U.S.A. il Dat*ofsweture_ » I r ( - 



Residence^— ' ^ 

same as abcrve , " — ' ~ 

Post Office Address 



Full name of joint steve « glrkga 
inventor (tfony) — - 




J)ate of signature. 



, |in nn. nm — J^g- n7628> P - S ' A 

Residence J ~ 




gave as above 

Post Office Address. 



Full name of joint Kgralevatoya 

inventor (if ony) . 

B^i* «* of signature , / T/* 

,_, , sane as a bove , — — — ' ' " 

Pan Office Address s 
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EXHIBIT C 
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Dkt. 54205-B/JPW/SHS/MVM 
yx T T.T^T^n STA T ffff p ATBMT AND TRADEMARK OfFECg 

Applicants: John O'Connor ot al. 



Serial No, 

Filed 

For 



09/311.428 Group Art Unit: 1641 

May 13, 1999 Examiner: L. Cook 

METHODS FOR PliEDlCTING PREGNANCY OUTCOME IN A 
SUBJECT BY hCG ASSAY 

11B5 Avenue of the Americas 
New York, New York 10036 



Assistant Commissioner for patents 
Washington, D.C. 20231 

Sir: 

I, Michael J. Cleare, hereby declare that: 
1. 



3 . 



I understand the currently named inventors of the 
claimed invention in the subject application are John 
O'Connor and Steven Birken. 

John O'Connor and flteven Birken assigned their rights 
in the subject application to The Trustees of Columbia 
University in the City of New York ("the Assignee") . 
The Assignment was recorded on December 1, 1999 in the 
United States Patent and Trademark Office at reel 
number 010420, frames 0364-0366. 

I also understand that the invention described and 
claimed in the subject application was conceived by 
John O'Connor, Steven Birken and Galina Kovalevskaya . 
Therefore, the inventors of the claimed invention in 
the subject application are: John O'Connor, Steven 
Birken and Galina Kovalevskaya. 

I am an official authorized to act on behalf of the 
Assignee . 
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Applicants: John O'Connor et al. 
Serial No. : 09/311.428 
Filed: May 13, 1999 
page 2 



5 . 



The Assignee hereby consents to the addition of Galina 
Kovalevskaya as an inventor in the subject 
application- 

in addition, it is the Assignee's understanding chat 
Galina Kovalevskaya will assign her entire right, 
title and interest to any and all inventions disclosed 
and/or claimed in the subject application. 
Accordingly, the Assignee will still own the entire 
right, title and interest; to any and all inventions 
disclosed and/or claimed in the subject application. 



* ^TTutTTl T >^AH 




Dated: ' * Michael J\lp^re f Ph.D. 

Executive Director 

Columbia Innovation Enterprise 
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EXHIBIT D 



PAGE 16121 ' RCVDAT 2/23/2005 5:29:44 PM [Eastern Standard Time]* SVR:USPTO-EFXRF-1/26 * DNIS:2730816* CSIDM-2123910525 ' DURATION (mm-ss):05-06 



Feb-23-2005 05 :31 pm Fr em-coop a rtdunham 



MARCH 03, 2000 

COOPER & DUNHAM LLP 

JOHN P. WHITE, ESQ. 

1185 AVENUE OF THE AMERICAS 

NEW YORK, NEW YORK 10036 



*'4TH * ' 



PTAS 



+212 381 0525 



T-451 P. 017/021 F-588 



UNITED STAipSDEPARTMEMT OF COMMERCE 
patent and Trademark Office 

ASSISTANT SECRETARY AND COMMISSIONER 
□r PATENTS AND TRADEMARKS 
Wasrtngu)n. DC. 20231 



11111 



♦10121B043A+ 



THE ENCASED ^^'S^^^/lSL^SSn^^B'" 
JS^ i ra^S.SSS?£S3^<« » THE REEL AND FRAME NUMBER 

REFERENCED BELOW - 

PLEASE REVIEW «*"»«»Sg SSSSSoST.SS.'SSil.'Sl DATA 

s^t^iM 

PLEASE SEND REQUEST F°* C °K*?£TlON TO " CG-4 ' 1213 JEFFERSON DAVIS HWY. 
ASSIGNMENT DIVISION, BOX ASSIGNMENTS, CG 4, u» 
SUITE 320. WASHINGTON, D.C. 20231. 

RECORDATION DATE : SSSfi^nSS"!' 0 "' 

BRIEF : ASSIGNMENT OF ASSIGNOR 1 S INTEREST ISEE DOCUMENT FOR DETAILS) . 



ASSIGNOR: 

O'CONNOR, JOHN 

ASSIGNOR: 

BIRKEN, STEVEN 

ASS TRUSTEES OF COLUMBIA UNIVERSITY 3 N 
THE CITY OF NEW YORK, THE 
. WEST 116TB STREET AND BROADWAY 
NEW YORK, NEW YORK 10027 

SERIAL NUMBER: 0931142B 
PATENT NUMBER: 



DOC DATE I 10/01/1999 



DOC DATE: 10/01/1999 



FILING DATE: 
ISSUE DATE: 



05/13/1999 



MAR -9 2000 



j 



rWKPT CI.FPK 

MS 




i|0 



PAGE 17J21 ! RCVD AT 2/23/2005 5:29:44 PM [Eastern Standard Time] * SVR:USPTO-EFXRF-1/26 * DNIS:2730816 * CSID:+2123910525 * DURATION (mm-ss):05-06 



Feb-23-2005 05:32pm Fr cm-coops r&dunham 



010420/0364 PAGE 2 



TARA WASHINGTON, EXAMINER 
ASSIGNMENT DIVISION 
OFFICE OF PUBLIC RECORDS 



+212 3S1 0525 T-451 P. 018/021 F-5B6 
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FORM PTO-1595 (Substitute) 
(Rev. 8.96) M«J> \1 ' ' 



To the Honorable Commissioner of Patents and Ti„... 



101218C43 



U.S. DEPARTMENT OF COMMERCE 
Patent and Trademark Office 



documents or copy thereof. 



1. Name of conveying party(ies); 



John O'Copnor and 
Steven Birken 

L' " " *• 

Additional name(s) of conveying party(iefi) attached? 
□ ves 0Ono 



3, Nature of Conveyance: 

El Assignment 
d Security Agreement 
Q Other 



D Merger 

O Charge of Name 



Execution Date(s); 



10/1/99; 10/1/99 



2. Name and address of receiving party(tes): 

The Trustees of Columbia University 
M H m» in the City of New York m 



Internal Address: 



Street AiKiress; West 1 J 6th Street and Broadway 



CWM* New York, New York 10027 



Additional name(s) & addrefis(es) attached? Dves ED No 



4, ' Application numbef(s) or patent nurnfr er(s): If this document « being tiled together with a new application, fre execute dale(s) of the 



application te<sre}: 



A. Patent Application No.<s) 09/3"»*j_8_ 
y-M*d Mav 13. 19.55 



8. Patent No.(s) 



Additional numbers attached? 



J Yes 



NO 



S." Name and address of party to whom correspondence 
concerning document should be mailed: 



Name: 



John P. White, Esq- 



Internal Address:, 



Cooper & Dunham LLP 



Street Address: *1M Avenue of the Americas 



Clty/State/Zlp: 



New York, Hew York 10036 



fi. Total number of applications and patents involved: 



7. Total fee (37 CFR §3.41): 5 . 40 «° 0 

D Enclosed 

09 Authorized to be charged to deposit account 



8. Deposit account number. 
03-3125 



DO NOT USE THIS SPACE 



9. statement and signature. 

To the best of my knowledge and belief, the foregoing Ir^rmationls true and correct and any attached copy Is a true copy of the 



Name of Person Signing 
Ree, Ho,: 28,67B 



Date 



I hereby certify that this correspondence is being deposited 
this dale with the U.S. Postal Service wtlh sufficient postage 
as first class mal In an envelope addressed to: 
Commissioner of Patents end Trademarks, Washington, 



(Signature 

Total Number of pages including cover sheet, attachments aid 

document; 3 & 

K3 




P. White 
No. 2B,678 



Date 




OMB No. 06S1-0011 (exp, 4*94) 



~3 — 
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TJaTdocumente to be recoro^ri"wtth"requlred cover sheet informatton to: 
Commissioner of Patents end Trademarks 

Bo* Assignments S <f 
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54205-B/JFW/SHS 



assignment 

„.,. „, rolAbU! M 781 P.I1»» K0»4. Apt. 1A, »™ Hoc*'"'. 



ritv of New Tork 

. *i h„Unoit> at Vest 116th Street and Broadway 

having a pla.cz bubwe.it az west 

l - Mev ?ork and State 06 W"» York. 10027. U.S.A. 

in the Cainty oi »■»» Tor* . « w inte.ie.it 

and it> entitled 

HETBODS FOR PREDICTING PREGNANCY OUTCOME IN * ™^^ t 22L-^ 
(l.S- Serial Ro- 09/311,428, filed May 13. ""^^289. filed 

application of International A OT l»catio» Jo. PCX '^; 2 Ho / 09/0 17,976, 

February 3, * continuation- m- part of U.S. serx 

filed February 3» 199b) 

« 9 W4 <rt any and ail fotetgn cou««« 01 i q mai and t «*wed 

JL invents ducked <n y* ^ - " M J I ,W - «« - 

pat^t* 1 „Uted fowgn document* u*«h have teen >< *Hai< 

AurhouzK , mo . AU£ >ceA6oi&» dA«gn* ana leg™ 
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■* Applic^DCs: Jo "^»»or nd Steve* Birte* 

Serial No.: OS ^ 

Filed: May 13 * 9 
• \ Pafi6 2. 

' * Actee -thai wud Aiiignee mow cpptu *?t end '.zczive toieign Uttiii Patent ct 
-ugWA oj any ©thet feind lot laid invention, ox any otf them; c*d ^ C ^' T1 " 
application*. io\ ioJd Ionian Lettei* PcXenf ct ethe< tigho, the pxioxily el the 
adctejaid United Statu patent application >wde\ the picviuon* oi the. International 
Convention oi fii 3 and latex modification* :he.ie.ci, "id" *-hz Patent Coopuxation 
Txealu, u/tdet the cuiope.an Patent Convention ot unc'et any othe: available 
international agxetment; and thai, when iequeited, ujithoat charge to, bul ol the. 
expe-MA oi, laid Auignee, iti mcceiion, anion* and legal xzpreientativei, to catty 
out in aood iaith the intent and puipote oi thi* alignment, the undesigned ot the. 
undetu'gntd'4 executor* ot administraton wilLior the United Statu and all ioxeign 
ccuntxie.*. execute all divisional, continuing, *ub*titute, leniwat, temue, and all 
othzr pate.nt application* ot other document!, on any and all *ald invention*; execute 
all ughtial oath*, alignment*, power* oi attorney and other papeti; communicate to 
*aid Auignee, ith iucceiiot*. a**iqn* and tepte tentative*, alt iact* known and 
document* available to the. underiigntd \elating to laid invention* and the. hiitory 
theteofc ttitiiy in all legal proceeding*; and genexally do everything po**ibti which 
*aJd Ai^'gnee, it* iuccei&oti, aiiign* ot xepxetentativei ihall coniider deUiable ior 
aiding in lecuring, maintaining and eniorcing p<opet patent protection ior laid 
invention* and ior ve*ting title to laid invention* and' all application* ior patent* ot 
xelaied loxeign right* and all patent* on *aid invention*, in laid AM<gnee, it* 
4uceej4oi4» fl44<gi4 and '«S a ' xepreientativei; and 

Cobenant with laid Anignee, it* iucceiioti, ciiigno and legal npxeiextative* 
that no alignment, grant, mortgage. Uceme a cthe: cgxeement a^ectmg the right* 
and property herein conveyed ha* been made to cthzii bu the undenUamd, and that 
iull light to convey the lame a* he.tein exctetaed ts poiieiied by the undesigned. 




Witneii: &rot 6- j&c**.,- S/q~ 



Vate: //>///£' — iq 

UJitneii: <;**i-&. /t 



"Steven Birkcn 
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